=> d his 



(FILE 1 HOME 1 ENTERED AT 11:11:11 ON 17 AUG 2006) 

FILE 'REGISTRY* ENTERED AT 11:11:38 ON 17 AUG 2006 

LI IS L-HPC/CN 

FILE 'CAPLUS' ENTERED AT 11:13:05 ON 17 AUG 2006 

FILE 'REGISTRY' ENTERED AT 11:14:17 ON 17 AUG 2006 

L2 IS L-HPC 

FILE 'CAPLUS' ENTERED AT 11:15:15 ON 17 AUG 2006 

L3 9718 S L2 OR L-HPC OR L-HPC (W) 11 OR L-HPC (W) LH OR HYDROPROPYL (W) CEL 

FILE 'REGISTRY' ENTERED AT 11:17:07 ON 17 AUG 2006 
E FEXOFENADINE/ CN 

L4 4 S E3-E6 

FILE 'CAPLUS' ENTERED AT 11:18:12 ON 17 AUG 2006 

L5 624 S L4 

L6 OS L5(L)L3 

FILE ' US PAT FULL, US PAT 2 ' ENTERED AT 11:18:49 ON 17 AUG 2 006 

L7 0 S L6 

FILE 'CAPLUS' ENTERED AT 11:19:19 ON 17 AUG 2006 

L8 136 S L-HPC OR L-HPC (W) 11 OR L-HPC (W) LH OR (HYDROPROPYL (W) CELLULOS 

L9 95 S L8 NOT PY>=2003 

L10 22 S L8(L) LACTOSE 



FILE 'REGISTRY' ENTERED AT 11:41:09 ON 17 AUG 2006 
E BALOFLOXACIN/CN 
Lll 1 S E3 



=> s e3-e6 

1 FEXOFENADINE/ CN 

1 " FEXOFENADINE HYDROCHLORIDE » /CN 
1 "FEXOFENADINE METHYL ESTER" /CN 
1 FEXOFENADINE -D6 / CN 
L4 4 (FEXOFENADINE/ CN OR "FEXOFENADINE HYDROCHLORIDE " /CN OR "FEXOFENA 

DINE METHYL ESTER" / CN OR FEXOFENADINE -D6/CN) 

=> d rn str cn 

L4 ANSWER 1 OF 4 REGISTRY COPYRIGHT 2006 ACS on STN 
RN 548783-71-7 REGISTRY 



Ph CD3 

I I 

H0 ~P\ /\ OH ^\ /C-CD 3 





Ph L ^_ (CH2)3 - CH ^I /J C0 2 H 



CN Benzeneacetic acid, 4- [l-hydroxy-4 - [4- (hydroxydiphenylmethyl ) -1- 

piperidinyl] butyl] -oc,a-di (methyl-d3) - (9CI) (CA INDEX NAME) 
OTHER NAMES: 
CN Fexofenadine -d6 



L9 ANSWER 15 OF 95 CAPLUS COPYRIGHT 2006 ACS on STN 



ACCESSION NUMBER: 
DOCUMENT NUMBER: 
TITLE: 

INVENTOR (S) : 
PATENT ASSIGNEE (S) : 
SOURCE : 

DOCUMENT TYPE: 
LANGUAGE : 

FAMILY ACC. NUM. COUNT: 
PATENT INFORMATION: 



2000:822713 CAPLUS 
133 :363899 

Low-substituted hydroxypropyl cellulose 
Obara, Sakae 

Shin-Etsu Chemical Co., Ltd., Japan 

Eur. Pat. Appl . , 9 pp. 

CODEN: EPXXDW 

Patent 

English 

1 



PATENT NO. 



KIND DATE 



EP 




1054019 
R: AT, BE, 
IE, SI, 
.0X 11031 7 Q-L__ 
6380381 



CH, 
LT, 



CN 1275405 
PRIORITY APPLN. 
AB 



INFO. 



Al 
DE, 
LV, 

A2 

Bl 

A 



20001122 
DK, ES, FR, 
FI, RO 

20010206 
20020430 
20001206 



APPLICATION NO. 

EP 2000-304109 
GB, GR, IT, LI, LU, 



DATE 



JP 
US 
CN 
JP 



2000-144253 
2000-573369 
2000-118297 
1999-136787 



NL, 



20000516 
SE, MC, PT, 

20000517 
20000517 
20000518 
^ 19990518 



Low-substituted hydroxypropyl cellulose exhibits good granulation 
characteristics and tablet properties. Low-substituted hydroxypropyl 
cellulose has a hydroxypropoxyl content 5-16.0% and an apparent average d.p. 
350-700. L-HPC (preparation given) having hydroxypropoxyl 

content 11%, apparent average d.p. 530, and bulk d. 0.55 g/mL, showed good 
granulation and tablet hardness 5.2 kg; vs. poor and 1.5, resp., for 
L-HPC having apparent average d.p. 810, bulk d. 0.51 g/mL. 
REFERENCE COUNT: 7 THERE ARE 7 CITED REFERENCES AVAILABLE FOR THIS 
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1978:110550 CAPLUS 
88 :110550 

Sugar coating of solid pharmaceutical preparations 

Maekawa, Hideyuki; Noda, Kinsaburo; Hoshi, Noboru 

Shionogi and Co., Ltd., Japan; Shin-Etsu Chemical 

Industry Co. , Ltd. 

Jpn. Kokai Tokkyo Koho, 5 pp. 

CODEN: JKXXAF 

Patent 

Japanese 
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PATENT NO. 


KIND 


DATE 


APPLICATION NO. 


DATE 
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JP 
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DE 2725390 


Al 
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19820615 


CH 


1977-6923 


19770606 


AT 7704070 
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19790415 


AT 
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AT 353416 
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19791112 








FR 2354094 


Al 


19780106 


FR 


1977-17658 


19770609 


FR 2354094 


Bl 


19810529 








GB 1560854 


A 


19800213 


GB 


1977-24144 


19770609 


PRIORITY APPLN. INFO.: 






JP 


1976-67918 


A 19760609 


AB Solid drug prepns . 


(tablets 


, granules, 


pills) are subcoated 


with sugars 



containing hydroxypropyl cellulose [9004-64-2] (L-HPC; 
4-16% hydroxypropylates) to improve the disintegration time. Thus, 
tablets containing vitamins were subcoated with a syrup composition containing 
sugar, 

H20, gelatin and gum arabic and a dusting powder containing talc and L 
-HPC. The disintegration time of the coated tablets immediately 
after preparation was 15 min compared with 27 min for those coated by 
conventional methods. 
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1997:186324 CAPLUS 
126: 176925 

Balofloxacin preparations containing low-substituted 

hydroxypropyl cellulose or crospovidone 

Suzuki, Nobuyuki ; Myazaki, Masato; Matsuda, Katsuya 

Chugai Pharmaceutical Co Ltd, Japan 

Jpn. Kokai Tokkyo Koho, 5 pp. 
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JP 09002953 A2 19970107 JP 1995-184583 19950616 

PRIORITY APPLN. INFO. : JP 1995-184583 19950616 

AB Balofloxacin (I) prepns . containing low-substituted hydroxypropyl cellulose 
and/or crospovidone are claimed. The prepns. may addnl . contain 
excipients. The prepns. of I show relatively fast dissoln. under acidic 
to neutral conditions and the bioavailability is less dependent on 
gastrointestinal pH. A granule (143.55 g) obtained from I 150, L 
-HPC LH 31 5.6, lactose 42, crystalline cellulose 
15, and 5% HPC-L aqueous solution 54 g was mixed with L-HPC 
LH 11 3.75, Lubriwax 101 (hydrogenated oil) 1.5, and Ca stearate 
1,2 g and the mixture was made into tablets (100 mg I/tablet; 5% L 
-HPC/tablet) . The tablet showed time for 75% dissoln. 4-5 min 
at pH 1.2, 4-6 min at pH 4.0, and 5-6 min at pH 6 . 5 . 
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A process for preparing fexofenadine composition 
Nandi, Indranil; Patel, Ashish Anilbhai; Sadatrezaei, 
Mohsen; Davila, Pablo; Khanapure, Virendra Maheshappa; 
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PRIORITY APPLN. INFO. 



A 
W 



20030731 
20040730 



US 2003-631874 
WO 2004-EP8600 

AB A pharmaceutical composition comprising fexofenadine or a 
pharmaceutically acceptable salt thereof, lactose, a 
low-substituted hydroxypropyl cellulose and optionally 
other excipients is disclosed. The fexofenadine compns . of the 
invention exhibit improved bioavailability as expressed as Cmax, the maximum 
amount of active ingredient found in the plasma, or as AUC, the area under 
the plasma concentration time curve. For example, a fexofenadine 
tablet composition was prepared by wet granulation of a powder blend containing 
f exof enadine-HCl 180 g, lactose 348 g, and 
hydroxypropyl cellulose 30 g. Wet granules were dried 

and then passed through 2 0 mesh, blended with crospovidone 36 g," and then 
with magnesium stearate 6 g. The lubricated granules were then compressed 
into tablets. The compressed tablets were optionally film coated with a 
composition containing HPMC 70%, Ti02 19.2%, propylene glycol 10%, yellow iron 
oxide 0.5%, and red iron oxide 0.3% to a total weight of 618 mg. 
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PRIORITY APPLN. INFO.: US 2003-631874 A 20030731 

WO 2004-EP8600 W 20040730 

AB A pharmaceutical composition comprising fexofenadine or a 

pharmaceutically acceptable salt thereof, lactose, a low 

-substituted hydroxypropyl cellulose and optionally other 

excipients is disclosed. The fexofenadine compns . of the 

invention exhibit improved bioavailability as expressed as Cmax, the maximum 
amount of active ingredient found in the plasma, or as AUC, the area under 
the plasma concentration time curve. For example, a fexofenadine 
tablet composition was prepared by wet granulation of a powder blend containing 
f exof enadine-HCl 180 g, lactose 348 g, and hydroxypropyl 

cellulose 30 g. Wet granules were dried and then passed through 20 mesh, 
blended with crospovidone 36 g, and then with magnesium stearate 6 g. The 
lubricated granules were then compressed into tablets. The compressed 
tablets were optionally film coated with a composition containing HPMC 70%, 

Ti02 

19.2%, propylene glycol 10%, yellow iron oxide 0.5%, and red iron oxide 
0.3% to a total weight of 618 mg. 
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A 20030731 
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W 20040730 



AB A pharmaceutical composition comprising fexofenadine or a 
pharmaceutically acceptable salt thereof, lactose, a 
low- substituted hydroxypropyl cellulose and optionally other 
excipients is disclosed. The fexofenadine compns . of the 

invention exhibit improved bioavailability as expressed as Cmax, the maximum 

amount of active ingredient found in the plasma, or as AUC, the area under 

the plasma concentration time curve. For example, a fexofenadine 

tablet composition was prepared by wet granulation of a powder blend containing 

f exof enadine-HCl 180 g, lactose 348 g, and hydroxypropyl 

cellulose 3 0 g. Wet granules were dried and then passed through 

20 mesh, blended with crospovidone 36 g, and then with magnesium stearate 

6 g. The lubricated granules were then compressed into tablets. The 

compressed tablets were optionally film coated with a composition containing 



HPMC 



70%, Ti02 19.2%, propylene glycol 10%, yellow iron oxide 0.5%, and red 
iron oxide 0.3% to a total weight of 618 mg. 
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AB The present invention provides an immediate release oral pharmaceutical 
composition comprising fexofenadine or its salts, a dissoln. 
enhancing amount of a thermomelting binding agent and excipients. Tablets 
contained f exof enadine-HCl 30.0, lactose 50.0, Prosolv 
SMCC-90 17.5, SLS 1.0, colloidal silica 0.5, and Mg stearate 1.0%. 
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English 

Japanese cedar pollinosis, a common disease with morbidity of approx. 2 0% 
in the Japanese population, is characterized by subjectively irritating 
symptoms during an annual 3 -mo period. The aim was to investigate the 
effectiveness of cetirizine hydrochloride, loratadine, and 
fexofenadine hydrochloride in reducing pollinosis symptoms induced 
while walking in a park during the pollen season. A randomized, 
double -masked, placebo-controlled trial was conducted in 113 individuals 
with Japanese cedar pollinosis during 2 days in Mar. 2003 in Osaka Expo 
Park, Osaka, Japan. Participants (aged 20-57 years) were divided into 4 
groups according to treatment assignment: cetirizine hydrochloride, 10 
mg/d; fexofenadine hydrochloride, 12 0 mg/d; loratadine, 10 mg/d; 
and placebo (lactose) , twice daily. Symptoms were recorded 



AUTHOR (S) : 



CORPORATE SOURCE: 



SOURCE 



PUBLISHER: 
DOCUMENT TYPE 
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AB 



hourly during the study. Furthermore, all the patients completed the 
Japanese version of the Rhinoconjunctivitis Quality of Life Questionnaire 
before and after the trial. Self -evaluated symptom scores in all 3 active 
treatment groups showed significant improvements compared with the placebo 
group. Furthermore, the cetirizine group showed significant improvement 
in the domains of frequency of nose blowing and nasal obstruction compared 
with placebo. In addition, improvement in Japanese Rhinoconjunctivitis 
Quality of Life Questionnaire scores was higher in the cetirizine group 
than in the loratadine and placebo groups. Cetirizine seems to be more 
effective than fexofenadine and loratadine at reducing 
subjective symptoms in this study population. 
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AB Orodispersible tablets disintegrate in the buccal cavity upon contact with 
saliva by the formation of an easy-to-swallow suspension, in <60 s, 
preferably in <4 0 s, containing fexofenadine in coated granules, and a mixture 
of excipients. The formulation also comprises at least 1 disintegrant , a 
soluble diluent, a lubricant and optionally a swelling agent, sweeteners, 
flavoring agents and colors; the process for obtaining such orodispersible 
tablets and the coated granules incorporated therein and the use of the 
orodispersible tablets in the treatment of seasonal allergic rhinitis. 
Thus, 500 g f exof enadine-HCl was mixed with 15 g Syloid FP244 and 
granulated with a mixture of Eudragit EPO/Eudragit NE30D in water at 16%. 
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AB A pharmaceutical composition comprising fexofenadine or a 
pharmaceutically acceptable salt thereof, lactose, a 

low-substituted hydroxypropyl cellulose and optionally other excipients is 

disclosed. The fexofenadine compns . of the invention exhibit 

improved bioavailability as expressed as Cmax, the maximum amount of active 

ingredient found in the plasma, or as AUC, the area under the plasma 

concentration time curve. For example, a fexofenadine tablet composition 

was prepared by wet granulation of a powder blend containing 

f exof enadine-HCl 180 g, lactose 348 g, and hydroxypropyl 

cellulose 30 g. Wet granules were dried and then passed through 20 mesh, 
blended with crospovidone 36 g, and then with magnesium stearate 6 g. The 
lubricated granules were then compressed into tablets. The compressed 
tablets were optionally film coated with a composition containing HPMC 70%, 

Ti02 

19.2%, propylene glycol 10%, yellow iron oxide 0.5%, and red iron oxide 
0.3% to a total weight of 618 mg. 
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AB The present invention concerns orodispersible tablets, which are able to 

disintegrate in the buccal cavity upon contact with saliva by formation of 
an easy-to-swallow suspension, in less than 60 s, preferably in less than 
4 0 s, containing fexofenadine in the form of coated granules, and a mixture of 
excipients comprising at least one disintegrating agent, a soluble diluent 
agent, a lubricant and optionally a swelling agent, a permeabilizing 
agent, sweeteners, flavoring agents and colors; the process for obtaining 
such orodispersible tablets and the coated granules incorporated therein 
and the use of said orodispersible tablets in the treatment of seasonal 
allergic rhinitis. Granules were prepared containing fexofenadine -HC1 , Syloid 
FP 244, Eudragit EPO and Eudragit NE30 D. The granules were coated with a 
mixture of Eudragit EPO/Eudragit NE3 0D (50:50) and the dissoln. rates of the 
coated granules were determined 
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AB A package for dispensing 2 or more drugs is described and claimed. In one 

invention, the package dispenses essentially: a 
(A) having therapeutically effective amts. of 
fexofenadine or its salt; and a container to dispense drug (B) containing a 
combination of fexofenadine and pseudoephedrine or their salts. Various 
preferred embodiments of the package of this invention are also described 
and claimed. Thus, the package of a bilayer tablet comprises a first 
discrete zone containing 25-33% pseudoephedrine, and a a first carrier base 
material. The first carrier base material comprises a mixture of carnauba 
wax 66-74% and a suitable antiadherent 0.50-1.50 by weight of 
pseudoephedrine . 



AU 2001061165 
US 2002022639 
JP 2003532671 
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container to dispense drug 
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AB This invention relates to a process for the preparation of a controlled release 
pharmaceutical composition comprising 2 discrete zones wherein the first 
discrete zone comprises therapeutically effective amount of pseudoephedrine 
or its pharmaceutically acceptable salt as active ingredient and the 
second discrete zone comprises a therapeutically effective amount of a 
long-acting antihistamine selected from the group consisting of 
loratadine, azatadine, fexofenadine, terfenadine, cetirizine, 
astemizole, and levocabastine, or their pharmaceutically acceptable salt 
as active ingredient. Thus, the first tablet layer was formed from 
pseudoephedrine sulfate 40.00, Keltrol TF 33.33, Keltone HVCR 13.33, CaC03 
8.83, Mg stearate 1.00, and Aerosil-200 1.00%. The second tablet layer 
was obtained from loratadine 5.00, lactose 47.50, Avicel PH-101 
33.25, FD&C-10 0.50, corn starch 10.00, starch (for paste) 3.00, and Mg 



stearate 0.75% by weight 
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BACKGROUND: Japanese cedar pollinosis, a common disease with morbidity of 
approximately 20% in the Japanese population, is characterized by 
subjectively irritating symptoms during an annual 3 -month period. 
OBJECTIVE: To investigate the effectiveness of cetirizine hydrochloride, 
loratadine, and fexofenadine hydrochloride in reducing 
pollinosis symptoms induced while walking in a park during the pollen 
season. METHODS: A randomized, double -masked, placebo-controlled trial 
was conducted in 113 individuals with Japanese cedar pollinosis during 2 
days in March 2003 in Osaka Expo Park, Osaka, Japan. Participants (aged 
20-57 years) were divided into 4 groups according to treatment assignment: 
cetirizine hydrochloride, 10 mg/d; fexofenadine hydrochloride, 
120 mg/d; loratadine, 10 mg/d; and placebo (lactose) , twice 
daily. Symptoms were recorded hourly during the study. Furthermore, all 
the patients completed the Japanese version of the Rhinoconjunctivitis 
Quality of Life Questionnaire before and after the trial. RESULTS: 
Self -evaluated symptom scores in all 3 active treatment groups showed 
significant improvements compared with the placebo group. Furthermore, 
the cetirizine group showed significant improvement in the domains of 
frequency of nose blowing and nasal obstruction compared with placebo. In 
addition, improvement in Japanese Rhinoconjunctivitis Quality of Life 
Questionnaire scores was higher in the cetirizine group than in the 
loratadine and placebo groups. CONCLUSION: Cetirizine seems to be more 
effective than fexofenadine and loratadine at reducing 
subjective symptoms in this study population. 
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AB Orodispersible tablets disintegrate in the buccal cavity upon contact with 
saliva by the formation of an easy-to-swallow suspension, in <60 s, 
preferably in <40 s, containing fexofenadine in coated granules, and a mixture 
of excipients. The formulation also comprises at least 1 disintegrant , a 
soluble diluent, a lubricant and optionally a swelling agent, sweeteners, 
flavoring agents and colors; the process for obtaining such orodispersible 
tablets and the coated granules incorporated therein and the use of the 
orodispersible tablets in the treatment of seasonal allergic rhinitis. 
Thus, 500 g fexofenadine -HC1 was mixed with 15 g Syloid FP244 and 
granulated with a mixture of Eudragit EPO/Eudragit NE3 0D in water at 16%. 
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AB A pharmaceutical composition comprising fexofenadine or a 

pharmaceutically acceptable salt thereof, lactose, a low-substituted 

hydroxypropyl cellulose and optionally other excipients is 

disclosed. The fexofenadine compns . of the invention exhibit 

improved bioavailability as expressed as Cmax, the maximum amount of active 

ingredient found in the plasma, or as AUC, the area under the plasma 

concentration time curve. For example, a fexofenadine tablet composition 

was prepared by wet granulation of a powder blend containing 

fexofenadine -HC1 180 g, lactose 348 g, and hydroxypropyl 

cellulose 3 0 g. Wet granules were dried and then passed through 

20 mesh, blended with crospovidone 36 g, and then with magnesium stearate 

6 g. The lubricated granules were then compressed into tablets. The 

compressed tablets were optionally film coated with a composition containing 

HPMC 

70%, Ti02 19.2%, propylene glycol 10%, yellow iron oxide 0.5%, and red 
iron oxide 0.3% to a total weight of 618 mg. 
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AB The invention relates to an immediate-release tablet capable of being 
chewed or disintegrated in the oral cavity, which comprises an active 
ingredient having an optional taste masking coating, and a matrix 
comprising hydroxyalkyl cellulose having a weight average mol . weight of 

60,000- 
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5,000,000. The tablet has exceptionally good mouth-feel and stability. 
Thus, a coating solution contained cellulose acetate 43, Hypromellose 
phthalate 53, and Polysorbate-80 4%. Ibuprofen granules were obtained in 
the conventional manner and were then coated with the above taste-masking 
solution 
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An immediate release tablet capable of being chewed or subjected to 
disintegration in the oral cavity, comprises an active ingredient having 
an optional taste-masking coating, and a matrix comprising hydroxyalkyl 
cellulose having a weight average mol. weight of 60,000-5,000,000. The tablet 
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HU, PL, SK, 
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exceptionally good mouth- feel and stability. A coating solution was prepared 
by dispersing cellulose acetate 43, Hypromellose phthalate 53, and 
Polysorbate-80 4% in a solvent consisting of 90% acetone and 10% water 
under ambient conditions, so that the finished solution contained 10% of the 
coating materials. Ibuprofen granules prepared in the conventional way were 
then coated with the above taste-masking solution High weight average mol. 
weight 

hydroxyalkyl cellulose -containing tablets had significantly less of a 
grittiness feel in the mouth in comparison to those tablets lacking the 
high weight average mol. weight hydroxyalkyl cellulose. 
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AB The present invention relates to pharmaceutical compns., especially tablets, 
antihistamine -decongestant combination. A novel polymorph of fexofenadine 
or pharmaceutically accepted salts with at least one decongestant are in 
the form of bilayered tablet. The preferred polymorphs are polymorph A 
and polymorph X of fexofenadine hydrochloride. 
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AB A tasteless, granular, directly compressible, stable, fast-dissolving 
complex of a bitter tasting basic drug, pharmaceutical formulations 
comprising the tasteless complex of the basic drug and dosage forms 
thereof are disclosed. The basic drug can be fexofenadine, and 
the complex of the basic drug can be a fexofenadine -carbomer 

complex. Processes for preparing, isolating and characterizing the tasteless 
complex of the bitter tasting basic drug and processes for producing the 
pharmaceutical formulations are also disclosed. Thus, tablets contained 



f exofenadine-carbomer complex 100, microcryst. cellulose 

157, directly compressible aspartame 10, croscarmellose sodium 9, talc 3, 
Mg stearate 3, flavor-mixed fruit 15, color-Sunset Yellow Lake 3 
mg/tablet . 
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AB The present invention concerns orodispersible tablets, which are able to 

disintegrate in the buccal cavity upon contact with saliva by formation of 
an easy-to-swallow suspension, in less than 60 s, preferably in less than 
40 s, containing fexofenadine in the form of coated granules, and a mixture of 
excipients comprising at least one disintegrating agent, a soluble diluent 
agent, a lubricant and optionally a swelling agent, a permeabilizing 
agent, sweeteners, flavoring agents and colors; the process for obtaining 
such orodispersible tablets and the coated granules incorporated therein 
and the use of said orodispersible tablets in the treatment of seasonal 
allergic rhinitis. Granules were prepared containing f exof enadine-HCl , Syloid 
FP 244, Eudragit EPO and Eudragit NE3 0 D. The granules were coated with a 
mixture of Eudragit EPO/Eudragit NE30D (50:50) and the dissoln. rates of the 
coated granules were determined 
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AB A package for dispensing 2 or more drugs is described and claimed. In one 
of the embodiments of this invention, the package dispenses essentially: a 
container to dispense drug (A) having therapeutically effective amts. of 
fexofenadine or its salt; and a container to dispense drug (B) containing a 
combination of fexofenadine and pseudoephedrine or their salts. Various 
preferred embodiments of the package of this invention are also described 
and claimed. Thus, the package of a bilayer tablet comprises a first 
discrete zone containing 25-33% pseudoephedrine, and a a first carrier base 
material. The first carrier base material comprises a mixture of carnauba 
wax 66-74% and a suitable antiadherent 0.50-1.50 by weight of 
pseudoephedrine . 
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AB The present invention provides an osmotic device containing controlled release 
pseudoephedrine in the core in combination with a rapid release HI 
antagonist in an external coat. A wide range of HI antagonist 
antihistamines, especially fexofenadine, can be used in this device. 
Particular embodiments of the invention provide osmotic devices having 
predetd. release profiles. One embodiment of the osmotic device includes 
an external coat that has been spray coated rather than compression coated 
onto the device. The device with spray coated external core is smaller 
and easier to swallow than the similar device having a compression coated 
external coat. The device is useful for the treatment of respiratory 
congestion related disorders and allergy related disorders. The present 
devices provide PS and an HI antagonist according to specific release 
profiles in combination with specific formulations. Thus, tablets 
contained pseudoephedrine -HCl 24.00, osmagent 7-90, diluent 30-40, binder 
40-60, plasticizer 0.5-5, glidant 0.5-5, and lubricant 5-10 mg in the 
core, cellulose ester, plasticizer, water-soluble polymer, filler, 
colorant, fexofenadine -HCl in the coating formulation. 
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AB The present invention provides a pharmaceutical composition in the form of a 
bilayer tablet comprising: (a) a 1st discrete zone made with formulation 
which comprises a sympathomimetic drug or a salt thereof and a 1st carrier 
base comprising a mixture of carnauba wax and an antiadherent ; wherein the 
1st carrier base material provides a sustained-release of the 
sympathomimetic drug; and (b) a 2nd discrete zone made with formulation 
which comprises a piperidinoalkanol or a salt thereof and a 2nd carrier 
base material which contains a mixture of cellulose, 

pregelatinized starch, disintegrants , and lubricants; wherein the 2nd 
carrier base material provides an immediate release of the 
piperidinoalkanol. A bilayer tablet coated with Opadry YS 1-7006 
contained (a) a sustained-release layer containing pseudoephedrine • HC1 
120, carnauba wax 300, stearic acid flakes 4.899, colloidal Si02 1.065 mg 
and (b) an immediate-release layer containing fexofenadine 
■HC1 60, Avicel PH101 26, pregelatinized starch 60, Avicel PH102 
190.5, croscarmellose Na 12, and Mg stearate 2.633 mg. The bilayer 
tablets exhibited sufficient phys . strength, content uniformity, and 
dissoln. profile. 
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